SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUN®UKAT AHAJIN3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HazanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KOA, MPOAYKTA: 704530 BATCH Ne / MTAPTUA Ne /: 55861
MANUFACTURE DATE: / BATA U3rOTOBNEHWA: 07/2025 C.A | CEPTU®UKAT AHANN3A: 3738/25
ANALYTICAL PROC. N°: / NIPOTOKOIT AHAITU3A Ne: SRAS-9WACNM.6 EXP./ CPOK TrOAHOCTW: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOOOB AHAINWU3A: Normative documentation / HopmaTtusHas
nokymeHtaumsa M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWU/ KOA NPOAYKTA KMUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALEBTUYECKOW CYBCTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuna rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLUMN:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALEEBTUHECKOWN CYECTAHLUU NPOU3BOAUTENA
rNo: 25040210

API MANUFACTURER NAME / .
HAUMEHOBAHUE NMPOU3BOOUTENA ®APMALIEEBTUYECKOUN CYBCTAHLMWU: Siegfried PharmaChemikalien Minden GmbH /
3urchpug dapmaXemukanmed MuHaeH MubXx

COUNTRY OF MANUFACTURE OF THE API/ ;
CTPAHA NPOU3BOOANTENA ®APMAUEBTUYECKOWU CYBCTAHLWW: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundomkaumm PesynbTarhl

Description/ Onucanuve Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / lNpo3apauHeli
WM  NOYTWM Mpo3payHblidi  pPacTBOP OT MOHMTU
HecupeTHoro go cnabo-xenToro LBeTa.

Complies /
CooteeTCcTBYET

Identity / MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochliroide / chromatogram of the test solution should comply
OkcumeTtasonuHa rugpoxnopua, with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi  yaepxvBaHUS  OCHOBHOMO Nuka Ha .
XpomMaTtorpaMme WCMbITYEMOrO pacTBopa [OOSXKHO Complies /

COOTBETCTBOBATL BpEeMEeHuU yaepxvuBaHus CootsetcTByeT
OCHOBHOIO NMUKa Ha XpomaTorpamme CTaHg4apTHOro
pacteopa oKCUMMeTa30MmHa ruapoxnopuaa,
NONYy4eHHOW NPU KONMMYECTBEHHOM OMnpeaeneHuu.

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chioride standard
solution obtained in the Assay test. / Bpems
yaepxuBaHus OCHOBHOTO nuka Ha
XpomaTtorpaMMe UCMbITYEMOro pacTBopa AOMMKHO
COOTBETCTBOBATH BpEMEHV YOEPXKNBAHUSA
OCHOBHOTO nuka Ha Xxpomarorpamme
CTaHdapTHOro pacTsopa GeH3ankoHus xnopwuaa,
Nony4YeHHOW NpU KONMYECTBEHHOM onpegeneHuu.

Benzalkonium chloride / BeHzankoHus
xnopug

Complies /
CooteeTtcTByET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTIU3A rOTOBOIO NPOOYKTA

PRODUCT / MPOOYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu Ha3anbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWI KO MPOAOYKTA: 704530 BATCH Ne / MTAPTUA Ne /: 55861
MANUFACTURE DATE: / AATA U3rOTOBNEHWUA: 07/2025 C.A/ CEPTU®UKAT AHAITU3A: 3738/25
ANALYTICAL PROC. N°: / NTPOTOKON AHAITU3A Ne: SRAS-9WACNM.6 EXP./ CPOK TrOOHOCTHU: 06/2028

ANALYTICAL REFERENCE / PEQEPEHTHbLIM MICTOYHUK METOOOB AHAINU3A: Normative documentation / HopmaTtusHas
aokymeHTauma N1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ, MPOOYKTA KITUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALEBTUYECKOU CYBECTAHUUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumerasonuHa rugpoxnopug, MHH: OkcumeTtazonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLUU:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOU CYECTAHLIUK NPOU3BOOUTENSA
rMo: 25040210

APl MANUFACTURER NAME / 3
HAUMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLINMN: Siegfried PharmaChemikalien Minden GmbH /
3urdopua PapmaXemukanned MuHaen MmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOW3BOOUTENA ®APMALIEBTUMECKOWU CYBCTAHLUN: Germany / 'epmanus

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneuundukauum Pe3ynbTaThl
Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuus
npenapara He OonxHa npeebiwaTb Complies /
onariecLueHLMI0  3TanoHa cpaBHeHus  |/Bogsl CooTBeTCTBYET
OYNLLEHHOMN.
Color/ UBeTtHoCcTb The product should be colorless or be comparable
to reference solution Yz. / Mpenapat gomkeH bbiTb .
Complies /
BbecuBeTHbIM UMW BbIEPXKUBATbL CPABHEHWE C c
OOTBETCTBYET
aTanoHom Y7.
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 go 1,010
nnotHocTb (d 20/20) 1,006
pH From55t06.5/0155806,5
59
Osmolality / OcmonsanbHOCTL From 270 to 330 mOsmol/kg / Ot 270 po 330
MOcMonb/Kr 282
Relative impurities / PoacTBeHHbIe npuMecu
Impurity A (hydrolysis product) / NMpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoayxkT ruaponunsa)
Impurity ZP-1 / Npumece ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHninas Not more than 0.1 % / He 6onee 0,1 %
HENAEHTUPULIMPOBAHHAA NpUMecCh <0.1%
Total impurities/ Cymma npumecein Not more than 1.2 % / He 6onee 1,2 %
<LQ
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Gnipo

SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAOYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3auBuH® kannu Ha3anbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KOL, MPOOYKTA: 704530 BATCH Ne / NTAPTUA Ne /: 55861
MANUFACTURE DATE: / JATA N3rOTOBNEHWUA: 07/2025 C.A /| CEPTU®UKAT AHAIIU3A: 3738/25
ANALYTICAL PROC. N°: / NIPOTOKON AHATNN3A Ne: SRAS-9WACNM.6 EXP./ CPOK FrOAHOCTW: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIA NCTOYHUK METOLOB AHAJNU3A: Normative documentation / HopmaTusHas
AokymeHTaumsa 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO MPOOYKTA KMUEHTA: 81775837

API NAME, INN / HAMUMEHOBAHUWE ®APMALIEBTUYECKOWU CYBCTAHUWUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OkcumerazonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NMPOU3BOAUTENA ®APMALIEBTUYECKOWN CYECTAHLMUMK:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPYA ®APMALIEBTUYECKOUW CYBCTAHLUU NPOU3BOAUTENA
rNad: 25040210

APl MANUFACTURER NAME / 3
HAMMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUYECKOU CYBCTAHLIUWU: Siegfried PharmaChemikalien Minden GmbH /
3urdppug PapmaXemukanumed MunaeH Mmb6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOONTENA ®APMALIEBTUYECKOWU CYBCTAHUWWU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
Mokaszartenu Cneundmkauum Pesynbrarthl
Assay / KonuyecTtBeHHOe onpegeneHue
Oxymetazoline hydrochloride / From 92.5 to 105 pg/mL of oxymetazoline
OkcumeTaszonuHa rugpoxnopug hydrochloride/ OT 92,5 go 105 mkr/mn
oKcumeTasonuHa rmapoxnopuaa. 100,1
Benzalkonium chloride / BeHn3ankoHus XﬂOpVIA From 45 to 55 pg/mL of benzalkonium chloride/ O1
45 pgo 55 mkr/mn BeHsankoHusa xnopuaa 48
Microbial purity / Mukpobuonoruuyeckas
yucroTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU / ml /
6 .
Obuee yncno asapobHbix Baktepuin He Gonee 102 KOE/MA <1 UFC/ml
Total combined yeast and molds count Not more than 10" CFU /ml/
(TYMC) / ObLuee 41cno ApoxoKEBbIX U 1
[ oo ronGos He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml / OtcytctBMe B 1 MN
Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcyTtcTBue B 1 mn Absent/m
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTM3A TOTOBOIO NMPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HasauBuH® kannu Ha3anbHbie 0,01% Poccusa /

ARTICLE CODE / BHYTPEHHWUW KOf, NPOOYKTA: 704530 BATCH Ne / MAPTUA Ne /: 55861
MANUFACTURE DATE: / ATA N3rOTOBNEHUA: 07/2025 C.A/ CEPTU®UKAT AHANU3A: 3738/25
ANALYTICAL PROC. N°: / TPOTOKON AHAJTU3A Ne: SRAS-9WACNM.6 EXP./ CPOK FrOQHOCTMW: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHbBIA UICTOYHUK METOOOB AHAJMU3A: Normative documentation / HopmatusHas
aokymeHTauma N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA MPOAYKTA KITUEHTA: 81775837

AP| NAME, INN / HAMMEHOBAHWUE ®APMALIEBTUMECKOU CYBECTAHUWWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumetasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENIA ®APMALIEBTUYECKOW CYBCTAHLINN:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLUU MPOU3BOAUTENA
MMad: 25040210

API MANUFACTURER NAME / 3
HAUMMEHOBAHWE NPOU3BOAUTEITA ®APMALIEBTUYMECKOWU CYBCTAHUWU: Siegfried PharmaChemikalien Minden GmbH /
3urdopua PapmaXemukanued MuHgeH TrmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYECKOWU CYBCTAHLIMU: Germany / 'epmaHus

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneuudukauum PezynbraThl

5 mL in an amber glass bottle with a polypropylene
screw cap with an integrated pipette made of glass
type 3 (Eur. Ph.) and bromobuty! rubber.

1 bottle and patient information leaflet in a carton
pack. / o 5 mn npenaparta BO rakoH TeMHOro
CTeKna C HaBUHYMBAEMOW MONUNPOMNMUIEHOBOW Complies /
KPbILLKOW CO BCTPOEHHOW NUMNETKON 13 cTekna tuna CootseTcTBYET
3 (EBp. ®.) n 6pombyTurkayyyka.
Mo 1 dnakoHy C MHCTpyKUMER no
NPUMEHEHUIO B NaYKy KAPTOHHYIO.

Package / YnakoBka

Labeling / MapkupoBka According to Normative documentation. / B )
COOTBETCTBUM C HOPMATUBHON Complies /
OOKyMeHTaunein. CooTtBeTcTByeT

Storage / XpaHeHue: At temperature below 25°C. / lpu TemnepaTtype He Bbiwe 25°C,

Shelf life / Cpok rogHocTk: 3 years (-1 month) / 3 roga (-1 mecsin)

REMARKS / lpumeyaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TPeboBaHnamM H/]
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANN3A TOTOBOIO MPOAOYKTA

PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.01 % Russia / HazauBuH® kannu Ha3anbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KOJ MPOOYKTA: 704530 BATCH Ne / MAPTUA Ne /: 55861
MANUFACTURE DATE: / ATA U3IrOTOBNEHWUA: 07/2025 C.A/ CEPTU®UKAT AHANN3A: 3738/25
ANALYTICAL PROC. N°: / MPOTOKOI AHAITU3A Ne: SRAS-9WACNM.6 EXP./ CPOK FrOOQHOCTMH: 06/2028

ANALYTICAL REFERENCE / PE®GEPEHTHbIN UCTOYHUK METOOOB AHAIMU3A: Normative documentation / HopmaTusHas
pokymeHTaumnsa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOJ NMPOAYKTA KIUEHTA: 81775837

API NAME, INN / HAMUMEHOBAHWE ®APMALEEBTUYECKOW CYBECTAHLUKKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopug, MHH: OkcumetaszonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPVM NPON3BOAUTENSA ®APMALEEBTUYECKOW CYBCTAHLIMK:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYECTAHLMW NPON3BOAUTENA
Mo: 25040210

API MANUFACTURER NAME / 3
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALEEBTUYECKOW CYBCTAHLUMWUMN: Siegfried PharmaChemikalien Minden GmbH /
3urdppug PapmaXemukanmed MuHaeH MmbX

COUNTRY OF MANUFACTURE OF THE APt/ 3
CTPAHA NMPOU3BOAUTENA dAPMALIEBTUMECKOU CYBCTAHUMUW: Germany / 'epMaHusa

BATCH REMARKS / NpumeyaHue ans cepuu:

Hereby | certify that this lot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / [aHHbiM CBWAETENLCTBYIO, YTO AaHHAs NapTua NpoBepeHa B
COOTBETCTBUWM C paspelleHMeM Ha MapkeTUHr v EBponeiickMm pyKOBOACTBOM MO Haanexalen Npou3BoACTBEHHOW
rpakTuKe 4N\ NeKapCTBEHHbIX MPOAYKTOB.

ANALIST / AHanuTuk:

Bruno Farinha DECISION / 3aKm0t|erme /L(,VIZ
DATE :

M. Ines Ribeiro / Rara f. 35
QUALIFIED PERSON OTB TCTBEHHOE NULOo:
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